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The MAILING DATE of this communication appears on the cover sheet with the correspondence address « 
Period for Reply * 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )S Responsive to communication(s) filed on 04 October 2006 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1^19 is/are pending in the application. 

4a) Of the above claim(s) 1-4.7.8 and 11-19 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 5.6.9 and 10 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . This action is in response to the papers filed October 4, 2006. Currently, claims 
1-19 are pending. Claims 1-4, 7-8, 11-19 have been withdrawn as drawn to non-elected 
subject matter. 



Election/Restrictions 

2. Applicant's election without traverse of Group II, Claims 5-6, 9-10 in the paper 
filed October 4, 2006 is acknowledged. 

The requirement is still deemed proper and is therefore made FINAL. 

Priority 

3. This application claims priority as a 371 to PCT/EP02/0250, March 7, 2002. 

Drawings 

4. The drawings are acceptable. 



Claim Rejections - 35 USC § 112-Description 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 5, 9 are rejected under 35 U.S.C. 112, first paragraph, as containing 



subject matter which was not described in the specification in such a way as to 
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reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

The claims are drawn to an isolated polynucleotide of the ENOS gene containing 
at least one SNP which is associated with predisposition for ADPKD. 

Vas-Cath Inc. V. Mahurkar, 1 9 USPQ2b 1111, clearly states that "applicant musf 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed". Applicant is reminded that Vas- 
Cath makes clear that the written description provision of 35 USC 112 is severable from 
its enablement provision. In The Regents of the University of California v. Eli Lilly (43 
USPQ2b 1398-1412), the court held that a generic statement which defines a genus of 
nucleic acids by only their functional activity does not provide an adequate written 
description of the genus. The court indicated that while Applicants are not required to 
disclose every species encompassed by a genus, the description of a genus is achieved 
by the recitation of a representative number of DNA molecules, usually defined by a 
nucleotide sequence, falling within the scope of the claimed genus. At section B(1 ), the 
court states that "An adequate written description of a DNA.. .' required a precise 
definition, such as by structure, formula, chemical name, or physical properties', not a 
mere wish or plan for obtaining the claimed chemical invention". 

In analyzing whether the written description requirement is met for a genus claim, 
it is first determined whether a representative number of species have been described 
by their complete structure. With respect to claims which encompass variants, as 
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provided in Example 11 of the Written Description Guidelines, no common structural 
attributes identify the members of the genus. The current claims encompass a large 
genus of nucleic acids which comprise variants in any region of any ENOS nucleic acid 
which is associated with ADPKD. The genus includes an enormous number of variants, 
polymorphisms and mutations for which no written description is provided in the 
specification. This large genus is represented in the specification by only the 
particularly named 2 polymorphisms for which data is provided. 

The general knowledge and level of skill in the art do not supplement the omitted 
description because specific, not general guidance is what is needed. Since the 
disclosure fails to describe the common attributes or characteristics that identify 
members of the genus, and because the genus is highly variant, variants of ENOS 
alone is insufficient to describe the genus. There is no description of the mutational 
sites that exist in nature and there is no description of how the structure of ENOS 
nucleic acid which is associated with ADPKD relates to the structure of any strictly 
neutral alleles. The general knowledge in the art concerning variants does not provide 
any indication of how the structure of one allele is representative of unknown alleles. 
The nature of alleles is such that they are variant structures, and in the present state of v 
the art the structure of one does not provide guidance to the structure of others. The 
common attributes are not described. The specification provides no correlation 
between structure of polymorphisms and the function of such polymorphisms. The 
polymorphisms shown are not representative of the genus of any polymorphism 
associated with ADPKD because it is not clear which polymorphisms within the gene 
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(coding or non-coding) region of ENOS nucleic acid would have the same effect. One 
of skill in the art would conclude that applicant was not in possession of the claimed 
genus because a description of only one member of this genus is not representative of 
the variants of the genus and is insufficient to support the claim. 

Accordingly, Applicants have not adequately disclosed the relevant identifying 
characteristics of a representative number of species within the claimed genus. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
. another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

6. Claims 5-6, 9-10 are rejected under 35 U.S.C. 102(a) and 102(e) as being 
anticipated by Fodor (US Publication 2001/0053519, December 20, 2001). 
Fodor teaches analysis using a 1 0-mer array (Example 2, col. 22). Figures 2-5 show 
results from the hybridization of a sample of DNA to an array containing all possible 10- 
mers which was manufactured using photolithography techniques on an array. 
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Therefore, Fodor teaches an isolated polynucleotide comprising 1 0 nucleotides of the 
ENOS gene comprising a SNP, namely the Glu298Asp polymorphism. v 

With regard to the limitation that the kits contain instructions of Claim 9-10, the 
inclusion of instructions is not considered to provide a patentable limitation on the 
claims because the instructions merely represent a statement of intended use in the 
form of instructions in a kit. See In re Nqai . 367 F.3d 1336, 70 U.S.P.Q.2d 1862 (Fed. 
Cir. 2004)(holding that an inventor could not patent known kits by simply attaching new 
set of instructions to that product). 

7. Claims 5-6, 9-10 are rejected under 35 U.S.C. 102(a) as being anticipated by 
Persu et al. (Human Molecular Genetics, Vol. 1 1 , No. 3, pages 229-241 , February 2, 

2002). 

It is noted that the authorship of the Persu et al. reference is distinct from the 
inventorship of the instant application and that this rejection may be overcome by the 
filing of a 132 Katz-type declaration. 

Persu teaches modifier effect of ENOS in autosomal dominant polycystic kidney 
disease. Persu teaches an association between ADPKD in males with the Glu298Asp 
intron 7 SNP. Figure 1 , B illustrates nucleic acids with greater than 10 contiguous 
nucleotides of ENOS gene which are associated with ADPKD. Persu specifically 
teaches TaqMan probes for analysis of the Glu298Asp SNP. 

With regard to the limitation that the kits contain instructions of Claim 9-10, the 
inclusion of instructions is not considered to provide a patentable limitation on the 
claims because the instructions merely represent a statement of intended use in the 
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form of instructions in a kit. See In re Naai . 367 F.3d 1336, 70 U.S.P.Q.2d 1862 (Fed. 
Cir. 2004)(holding that an inventor could not patent known kits by simply attaching new 
set of instructions to that product). 

8. Claims 5-6 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Yoshimura et al. (Human Genetics, Vol. 103, pages 65-69, 1998). 

A recitation of the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. 

Yoshimura teaches a missense Glu298Asp variant. Yoshimura teaches a PCR 
product of 248bp which contains the exon 7 Glu298Asp mutation. Yoshimura 
specifically teaches that a single Mbol site and no Banll site was found in the mutant 
allele (T at 894) (page 66, col. 2). As seen in Figure 1 B, the SNP is illustrated by direct 
sequencing of the PCR products. Yoshimura specifically teaches an isolated nucleic 
acid comprising more than 10 contiguous bases of ENOS and a SNP. 

With regard to the limitation that the kits contain instructions of Claim 9-10, the 
inclusion of instructions is not considered to provide a patentable limitation on the 
claims because the instructions merely represent a statement of intended use in the 
form of instructions in a kit. See In re Nqai . 367 F.3d 1336, 70 U.S.P.Q.2d 1862 (Fed. 
Cir. 2004)(holding that an inventor could not patent known kits by simply attaching new 
set of instructions to that product). 
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Conclusion 



9. No claims allowable over the art. 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to examiner Jeanine Goldberg whose telephone number is 
(571 ) 272-0743. The examiner can normally be reached Monday-Friday from 7:00 a.m. 
to 4:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla, can be reached on (571 ) 272-0735. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

The Central Fax Number for official correspondence is (571) 273-8300. 




Primary Examiner 

November 13, 2006 



